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§866.3470

§866.3470 Reovirus
agents.

(a) Identification. Reovirus serological
reagents are devices that consist of
antigens and antisera used in sero-
logical tests to identify antibodies to
reovirus in serum. The identification
aids in the diagnosis of reovirus infec-
tions and provides epidemiological in-
formation on diseases caused by these
viruses. Reoviruses are thought to
cause only mild respiratory and gastro-
intestinal illnesses.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54

FR 25047, June 12, 1989; 66 FR 38792, July 25,
2001]

serological re-

§866.3480 Respiratory syncytial virus
serological reagents.

(a) Identification. Respiratory
syncytial virus serological reagents are
devices that consist of antigens and
antisera used in serological tests to
identify antibodies to respiratory
syncytial virus in serum. Additionally,
some of these reagents consist of res-
piratory syncytial virus antisera con-
jugated with a fluorescent dye
(immunofluorescent reagents) and used
to identify respiratory syncytial vi-
ruses from clinical specimens or from
tissue culture isolates derived from
clinical specimens. The identification
aids in the diagnosis of respiratory
syncytial virus infections and provides
epidemiological information on dis-
eases caused by these viruses. Res-
piratory syncytial viruses cause a
number of respiratory tract infections,
including the common cold, pharyn-
gitis, and infantile bronchopneumonia.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 65

FR 2312, Jan. 14, 2000]

§866.3490 Rhinovirus serological re-
agents.

(a) Identification. Rhinovirus sero-
logical reagents are devices that con-
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sist of antigens and antisera used in se-
rological tests to identify antibodies to
rhinovirus in serum. The identification
aids in the diagnosis of rhinovirus in-
fections and provides epidemiological
information on diseases caused by
these viruses. Rhinoviruses cause com-
mon colds.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25047, June 12, 1989; 66 FR 38792, July 25,
2001]

§866.3500 Rickettsia serological re-
agents.

(a) Identification. Rickettsia sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to
rickettsia in serum. Additionally, some
of these reagents consist of rickettsial
antisera conjugated with a fluorescent
dye (immunofluorescent reagents) used
to identify rickettsia directly from
clinical specimens. The identification
aids in the diagnosis of diseases caused
by virus-like bacteria belonging to the
genus Rickettsiae and provides epide-
miological information on these dis-
eases. Rickettsia are generally trans-
mitted by arthropods (e.g., ticks and
mosquitoes) and produce infections in
humans characterized by rash and
fever (e.g., typhus fever, spotted fever,
Q fever, and trench fever).

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 65
FR 2312, Jan. 14, 2000]

§866.3510 Rubella virus serological re-
agents.

(a) Identification. Rubella virus sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to
rubella virus in serum. The identifica-
tion aids in the diagnosis of rubella
(German measles) or confirmation of a
person’s immune status from past in-
fections or immunizations and provides
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